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[bookmark: _Toc221097776]Purpose and scope
This appendix describes the stakeholder engagement done as part of the project. It explains how inputs informed the project activities and recommendations. It provides detail on who was involved, engagement activities and themes arising from discussions with stakeholders.
[bookmark: _Toc221097777]Aim and methods
[bookmark: _Toc221097778]Aim
The overall aim of stakeholder engagement in the project was to get feedback on:
the scope of the project
planned project activities
key challenges in accounting for and evaluating implementation costs in NICE evaluations
case studies considered in the project
draft and final recommendations.
[bookmark: _Toc221097779]Overview of stakeholders
We set up both an internal and an external stakeholder steering group. The internal steering group included representatives from the following NICE teams:
HealthTech
medicines evaluation and highly specialised technologies
resource impact assessment
managed access
health economics and decision modelling 
research.
The purpose of the internal steering group was to provide input at initiation of the project on scope and planned activities and then at different project milestones.
The external steering group included:
healthcare professionals with expertise in geographic atrophy and molecular radiotherapy
academic health economists with expertise in health technology assessment (HTA) and implementation costs
industry representatives from individual companies and the Association of the British Pharmaceutical Industry
NHS England
the following patient organisations:
Macular Society
Prostate Cancer Research.
Aso, we had input from 7 integrated care board (ICB) representatives in the UK as part of ongoing work being done by other NICE teams. We also spoke to representatives from the Association of Medical Research Charities and National Institute for Health Research. A total of 39 external stakeholders were engaged in the project across 30 individual organisations or NHS organisations.
[bookmark: _Toc221097780]Engagement approaches
We used a combination of approaches to ensure that stakeholders were engaged throughout, with engagement running from July to December 2025. Stakeholder engagement activities included:
Semi-structured one-to-one virtual interviews with clinicians and patient organisation representatives: the focus of these interviews was to gain an in-depth understanding of current management pathways and implementation challenges related to future molecular radiotherapies and treatments for geographic atrophy.
Virtual meetings with the following stakeholder groups separately:
System partners: we met with representatives from the Medicines Value and Access, Patient Level Information and Costing System (PLICS) and pricing teams within NHS England. The purpose of these meetings was to discuss the project scope and the draft taxonomy. We also wanted to get a deeper understanding of their internal processes, potential areas for further alignment and any relevant changes or linked initiatives.
Health economic experts in implementation costs and NICE evaluations: this meeting was to discuss the draft taxonomy, existing methods and the best practice guidance. We also wanted to understand challenges for NICE independent committees and external assessment groups in incorporating implementation costs in evaluations and how these can be addressed.
Industry representatives: this meeting was to get feedback on the draft taxonomy and project scope. We also wanted to understand the challenges of incorporating implementation costs in NICE evaluations.
Multi-stakeholder workshop: the purpose of this workshop was to get feedback on our main findings from the stakeholder engagement and preliminary set of recommendations for improving current approaches for incorporating implementation costs in NICE evaluations. Stakeholders were split into 2 breakout rooms, 1 for each of the case studies to test some of the recommendations and assess their appropriateness.
Internal workshop: this final workshop was to discuss the revised recommendations (based on engagement in the multistakeholder workshop) and get the perspective of NICE teams on their feasibility and potential barriers to their implementation.
[bookmark: _Toc221097781]Thematic analysis
Meetings were recorded and notes were taken from each of the engagement activities. We collated and thematically analysed the notes prior to writing them up in this report.
[bookmark: _Toc221097782]Validation of findings
Findings from individual external stakeholder engagement were validated at the multistakeholder engagement workshop. Findings from the review of previous NICE evaluations and from engagement with colleagues were validated throughout the project by asking colleagues to confirm findings and provide further clarity. All stakeholders received a draft version of the report prior to its finalisation.
Themes from stakeholder engagement activities
This section outlines general discussion themes across stakeholder engagement activities. Specific findings related to case studies are outlined in sections 4 and ‎5.
Taxonomy: stakeholders confirmed the value of having a taxonomy of implementation costs to create a common language for engagement and improve clarity during evaluation stages. Stakeholders considered the initial draft of the taxonomy to be comprehensive and confirmed that there are no additional categories that would be considered relevant. ICB representatives confirmed that it provides a good starting point for planning and cross-checking the processes that have been completed. Industry representatives raised some concerns that having a detailed taxonomy may result in more costs being requested for inclusion in economic models by companies. So, we clarified in the final recommendations that the taxonomy provides a framework for discussion of implementation costs regardless of who is responsible for them.
Cost categories from an operational perspective: stakeholders highlighted that costs should be divided into service delivery costs and service transformation and set up to reflect how costs are operationalised in the NHS. Also, it was viewed that ongoing service delivery costs should be separate from one-off capital costs. Some stakeholders proposed that one-off costs should not be included in cost-effectiveness models because it may be difficult to attribute them to 1 health technology. But other stakeholders outlined that further guidance should be provided on how to best transform these costs to per-patient treated costs when these costs are not captured within Health Resource Groups (HRGs). So, because these costs are incurred as part of service delivery and captured within HRGs, excluding them from cost-effectiveness analysis for new health technologies would not be appropriate 
Importance of effective early engagement: there was consensus among stakeholders that alignment on costs related to implementation should happen as early as possible within evaluations to avoid any delays in decision making. Engagement currently occurs at the scoping and stakeholder consultation stages of the NICE evaluation process. But stakeholders considered that there is not enough focus on implementation issues and costs.
Pragmatism and feasibility: stakeholders emphasised focusing on what truly impacts cost effectiveness, potentially applying discounting for large upfront costs, and considering feasibility of methods. Stakeholders said that it may not be feasible within evaluation timelines to use complex economic modelling techniques that include health system constraints, economies of scope and learning effects. 
Implementation costs as a barrier to innovation: several stakeholders emphasised that high implementation costs may be a barrier to making innovative health technologies available to the NHS. This was particularly relevant for first-in-class technologies or technologies with positive spillover effects beyond the indication of interest. Apportionment of implementation costs was discussed extensively as a potential approach to address this. But there was no consensus reached on how it should be done. So, in the recommendations included in the main report, we recommend methods work on how to apportion costs.
Accounting for core system functions when considering costs of implementation: stakeholders said that baseline care that should, in theory, already be provided by the NHS should not be captured as an additional cost for companies to incur as part of their evaluations. 
Lack of investment in some clinical areas: a particular concern was the impact of differences in investment across clinical areas. This can lead to high implementation costs in some clinical areas which are difficult offset in evaluations.
Training to achieve consistency across evaluations: stakeholders highlighted that it is essential for committees and NICE technical teams to receive training on how to account for implementation costs to ensure consistent understanding and decision making. So, we recommend that training is provided to all stakeholders.
Resource impact assessment and cost effectiveness: stakeholders said that there should be alignment of cost inputs across the resource impact assessment and the cost-effectiveness models submitted or agreed on with companies.
Translating resource use from trials to real-world practice: stakeholders highlighted that estimating service delivery costs in routine practice based on mapping from a trial protocol has been a point of conflict in several appraisals. Clearer guidance or a better process for resolving different perspectives earlier in the process would be very helpful. 
NHS tariffs and transparency: stakeholders said that tariffs are complex because they vary over time. Also, often they do not include high-cost drugs or devices initially and are informed by data submitted by NHS trusts. They may also be set to lower values to promote efficiency. So, there is a need for greater transparency in tariff calculations, including breakdowns of fixed versus variable costs and understanding drivers of tariff changes. Tariffs might go down as the number of patients increases and the infrastructure costs are diluted by a larger number of patients. But then if capacity is reached and additional investments are needed, the tariff might go up again. This can result in different tariffs being applied to different technologies of the same class. This makes it hard to use per-patient costs. Also, for treatments which do not have existing tariffs, issues may arise within evaluations. NICE technical teams may receive an aggregate estimate from NHS England, based on their internal calculations. Companies may assume a different estimate that may not be aligned, and this may result in a substantially different incremental cost-effectiveness ratio. So, we included in our recommendations different approaches for using the current engagement process to support greater transparency and evaluation of appropriateness of tariffs. We also recommend further clarification on microcosting methods, which are the alternative approach when macrocosting estimates are not appropriate.
[bookmark: _Ref219117209][bookmark: _Ref219117212][bookmark: _Toc221097784]Case study 1: molecular radiotherapy
Personnel needed: stakeholders consistently described molecular radiotherapy as a highly specialised and resource-intensive treatment modality. They said that it needs coordination across multiple clinical and technical disciplines including nuclear medicine, oncology, radiotherapy, radiology, surgery, medical physics and radiopharmacy.
Current capacity. Existing capacity is limited, with some specialised centres seeing about 10 patients a week. Stakeholders noted that anticipated approvals of new treatments, such as prostate-specific membrane antigen-targeted treatments, will significantly increase demand. One estimate suggested that up to 30,000 administrations for 5,000 patients annually could be needed to treat the condition with molecular radiotherapy for 5,000 patients annually, assuming 6 doses per patient.
Current management pathway: administering molecular radiotherapies involves a complex multiple-step pathway encompassing patient referral, bloodwork, ordering radioactive material (with a short shelf-life), drug delivery and injection under radiation protection protocols.
Licensing and compliance: site-specific licences are needed for administering therapies, Administration of Radioactive Substances Advisory Committee (ARSAC) licenses for doctors for each therapy, and radioactive waste licences. Radiation protection advisers, who oversee compliance, are scarce and costly.
Disposal: there is a cap on the amount of radioactive waste that can be disposed from each specialised centre. So, even if capacity is expanded there is still a limit on the number of patients treated per centre.
Infrastructure and workforce needs: significant investment is needed in radiopharmacy, nuclear medicine technologists, nursing, medical physics, radiation protection and oncology. Training durations are lengthy. They are about 12 to 18 months for technicians and about 4 to 6 months for nurses.
Imaging and dosimetry: positron emitting tomography (PET) scans and post-therapy imaging are critical but are not reimbursed. But there is an existing commissioning policy for people with prostate cancer. Dosimetry typically needs 2 to 5 scans plus data processing. It costs less than £1,000 per patient. But it is rarely implemented because of a lack of tariffs (and so reimbursement) and infrastructure.
Key implementation challenges highlighted include:
insufficient specialist workforce, and capacity expansion needs
physical infrastructure constraints (rooms with lead lining)
limited PET scan availability across the UK
unclear responsibility for costs and lack of robust data on service availability
poor estimates of the size of the future eligible patient population.
Potential strategic solutions: healthcare professionals recommended a hub and spoke model to centralise imaging, training and high-cost infrastructure, so improving efficiency and consistency. They also suggested collaboration with NHS England and integration with clinical trial infrastructure to accelerate capability development.
Future outlook: capacity demands are expected to rise as molecular radiotherapy expands beyond prostate cancer into indications such as lung, breast and colorectal cancers. Stakeholders noted that infrastructure in countries like Germany, the Netherlands, and Australia is currently more advanced than in England, offering opportunities for comparative learning.
[bookmark: _Ref219117215][bookmark: _Toc221097785]Case study 2: geographic atrophy
Overview: according to stakeholders, geographic atrophy, a late stage of dry age-related macular degeneration, represents a substantial unmet clinical need. It affects an estimated 300,000 people in the UK.
Current care pathway: stakeholders highlighted that there is no established care pathway or referral system in the NHS for people with geographic atrophy. Most people with the condition are seen by community optometrists and around 5% are seen by specialists. Many are discharged to community care, clinical trials or patient organisations like the Macular Society. Current management for dry age-related macular degeneration (AMD) includes diet, vitamins and imaging (optical coherence tomography scans or angiograms). But stakeholders highlighted a need for more precise diagnostic tools. Microperimetry offers value as a diagnostic tool but is time-intensive and not routinely available.
Emerging treatment landscape: stakeholders anticipate that there will be multiple therapeutic modalities, including gene therapies, intravitreal injections and systemic treatments. Intravitreal injections are expected to be administered once every two months, potentially life long, until there is no longer any benefit.
Need for stratified treatment approach: stakeholders emphasised that not everyone is likely to benefit equally from molecular radiotherapy. Although early clinical trials were not designed to identify responsive subgroups. Future models of care will need stratification tools to ensure efficient and equitable use of emerging treatments.
Ongoing monitoring requirements: stakeholders were concerned about geographic atrophy progressing to wet AMD, with people needing monitoring to detect central vision loss, and management of comorbidities like cataracts and glaucoma. Once someone loses their central vision they would progress to treatments for wet AMD.
Infrastructure and workforce needs: current wet AMD services already face capacity challenges. Introducing treatments for geographic atrophy would need substantial expansion of specialist clinics and increased workforce availability. During early adoption phases, consultant ophthalmologists would do initial assessments and administrations.
Operational considerations: there are the strong clinical and operational synergies between geographic atrophy and wet AMD services. So, stakeholders suggested that planning for future capacity should draw on lessons from the adoption of anti-VEGF treatments. Planning should include demand forecasting, clinic design and workforce planning.
[bookmark: _Toc221097786]Conclusion
Throughout this project, stakeholder engagement has highlighted the critical importance of early, structured and transparent consideration of implementation costs within NICE evaluations.
Feedback from internal and external stakeholders confirmed that a clear taxonomy of implementation costs is essential for creating a common language and improving consistency across scoping, evaluation and resource impact assessment processes.
Case studies on molecular radiotherapy and geographic atrophy have illustrated the complexity and variability of implementation challenges. These challenges include infrastructure needs, workforce capacity, licensing and operational considerations. These examples highlight the need for flexible, context-sensitive approaches that balance methodological rigour with practical feasibility.
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